Message

From: Miller, David [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=FAQ582F5BA6540C687844F9289A4F74F-DAVID J. MILLER]

Sent: 8/7/2020 12:24:54 PM

To: David) Miller [Miller.Davidl@epa.gov]

Subject: FW: EFSA Epidemiology Conference: follow-up

From: Antonio Herndndez Jerez <ajerez@ugr.es>

Sent: Monday, March 19, 2018 5:26 AM

To: Miller, David <Miller.David)@epa.gov>; 'CRIVELLENTE Federica' <Federica.CRIVELLENTE@efsa.europa.eu>
Cc: 'Matteo Bottai' <matteo.bottai@ki.se>

Subject: RE: EFSA Epidemiology Conference: follow-up

Dear David,

it's good to hear from you. Yes, the Scientific Opinion is already out and now it's time for applicants to use the
recommendations given on epi svidence for further renewal authorizations. Let’s see whether it works properly.

fam happy that in the end you take the chance of drafting a paper together with Mateo on the effect size magnification.
This initiative will provide a strong scientific support to the EFSA Opinion and will have an impact on pesticide risk
assessment. As you mention in vour email, the Opinion published in EFSA lournal will be quoted in that paper, and |
would suggest you to also mention the Opinion in the Introduction, in addition to the separate note you enclosed in
your email, in that sentence you can indicate that the paper is triggered by the Scientific Opinion and that a preliminary
exercise on effect size magnification is dealt with in one of its appendices.

also want to thank you very much for the emails exchanged with the Greek collsagues on the examples of active
substances where US-EPA has used epi data for risk assessment.,

P will appreciate very much to receive a PDF file of the paper once published.

Best regards,
Antonio

De: Miller, David [mailto:Miller.David]@epa.qov]
Enviado el: viernes, 16 de marzo de 2018 17:47

Para: Antonio Hernandez Jerez; CRIVELLENTE Federica
CC: Matteo Bottai

Asunto: FW: EFSA Epidemiology Conference: follow-up

Dear Federica and Antonio,

I hope you are both well. And | am sure you are both very happy that the EFSA PPR epi document out and the EFSA
symposium is over. Congratulations to both of you.

| did want to communicate to you two things:

1. Recall that there was a question asked during the EFSA symposia from a representative from Greece re:
examples of epi assessments that the US EPA has done. |indicated during the Q&A session that | would follow-
up on that, and — after the Q&A session — we exchanged business cards and subsequently emails so as to close
out that communication. More as an FY|, please see the email exchanges below,. if interested. You are likely
aware of a number of these anyway.
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On a somewhat separate topic, Antonio encouraged me on at least a couple of occasions during our
interactions to follow-up some on the effect magnification work that was discussed briefly in the main EFSA
Panel document in some detail in one of the Annexes. He indicated that he thought it might be be useful and be
of general interest to publish on this topic as an article separate from the EFSA J.. Idid briefly talk to Matteo
B. on this during the November EFSA symposia and bring this article idea up with him as possibly something he
and | could jointly write for the Stata Journal (see http://www.stata-journal.com/) if he was willing to write the

code for this in Stata {James Nguyen in my branch had done this in SAS for the EFSA Panel Opinion and the
calculations that are there were from these runs ). Matteo and | agreed at that time to communicate again on
this topic early in January 2018, after the holidays.

We did, and are now working on a manuscript that we are planning to submit to the Stata Journal for publication , but -
before we do — | wanted to alert both of you and make sure there were no concerns or objections on either of your parts or
on the part of EFSA. The manuscript has expanded beyond pesticides (we still give the diazinon AHS example, but now
include one for lung cancer and exposure to resins in a transformer facility). We also expand some on the loannidis work,
recreating his Table 2 in

Ioannidis, J. P. A. 2008. Why most discovered true associations are inflated. Epidemiology 19: 640-648.
[accessed 24 February 2018 at hitp://www.dcscience.net/ioannidis-associations-2008.pdf]

And, of course -- most importantly of all -- the new Stata command —emagnification- authored by
Matteo is introduced and described. This is able to re-create the work in the EFSA J. using a very much more
convenient custom-made command. Some of the material originally authored by me that appeared in the EFSA
opinion is also used as introductory background material in the manuscript. To lay this fact out clearly, the

manuscript states:

Note: Some material presented here was originally generated by the two of the authors who served in various
capacities on a European Food Safety Agency (EFSA) Panel on Plant Protection Products and their Residues (PPR),
which followed up on findings of the External Scientific report ‘Literature review on epidemiological studies linking
exposure to pesticides and health effects’” (University of Icannina Medical School, 2013) (EFSA-Q-2014-00481). As
part of their work on the PPR, the authors contributed fo the review and writing of “Scientific Opinion of the PPR
Panel on the follow-up of the findings of the External Scientific Report ‘Literature review of epidemiological studies
linking exposure to pesticides and health effects’ “and its Annex D where much of this material originally

appeared. The PPR Panel report is published in the EFSA Journal, an official publication of EFSA. This Stata Journal
article introduces the new Stata command -emagnification- and is the result of an expansion and extension of
the original EFSA PPR Panel work as part of a post-PPR Panel collaboration by the authors.
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Note that we reference in the manuscript where the EFSA J. can be located.

Anyway, | wanted to let you know this and verify you had no concerns or objections with the above or with
Matteo and | submitting this for publication to the Stata Journal. . Note that we are not making any
representations for EFSA in the manuscript in terms of policies, practices, or opinions and the article is not
meant to focus on pesticides at all. . So | suspect that there will not be any problem. | think there is enough
new material — especially with the new Stata command by Matteo — and it covers more than just pesticides to
warrant a publication separate from the EFSA 1., particularly given what | think a number of us feel is an
important topic in and of itself.

If you would like us to send you the draft manuscript, feel free to let me know and | would be happy to forward
it to you. It’s not final at this point, but it is pretty close and we are getting ready to submit it.

Regards,

David.

Visit www.epa.gov/pesticides

From: NwolornioUhou Afuntpa [mailto:d.nikolopoulou@bpi.gr]
Sent: Wednesday, December 20, 2017 6:02 PM

To: Miller, David <Miller.Davidl@epa.gov>

Cc: Mayaipa Kuplakn <k.machera@bpi.gr>

Subject: RE: EFSA Epidemiology Conference: follow-up

Thank you David!
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Glyphosate! That is interesting. | will have a look.
May | also take this opportunity to wish you Merry Christmas & a Happy New Year !!!

Best,
Dimitra

From: Miller, David [mailto:Miller.Davidl@ epa.gov]
Sent: Thursday, December 21, 2017 12:58 AM

To: NikoAornotAou Anuntpa <d.nikolopoulou@bpi.gr>
Cc: Mayaipa Kuplakn <k.machera@bpi.gr>

Subject: RE: EFSA Epidemiology Conference: follow-up

You're welcome.

As an example of a Tier llI-type review which blends animal toxicology, MOA, and epidemiology , see the link

below:

https://www.epa.gov/sites/production/files/2017-
12/documents/revised glyphosate issue paper evaluation of carcinogenic potential.pdf

This was released by the Agency to the web earlier this week.
Regards,

David

From: NikoAomoUAou Afuntpa [mailto:d.nikolopoulou@bpi.gr]
Sent: Monday, December 18, 2017 2:48 AM

To: Miller, David <Miller.Davidl@epa.gov>

Cc: Mayaipa Kuplakn <k.machera@bpi.gr>

Subject: RE: EFSA Epidemiology Conference: follow-up

Dear David,

Thank you for the linksi This is much appreciated.

Greece has acted as rapporteur Member State for the evaluation of 2,4-D, so it will be interesting to see what is there

available regarding epidemiology.

Best regards,
Dimnitra
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From: Miller, David [mailto:Miller.Davidl@epa.gov]
Sent: Monday, December 18, 2017 1:18 AM

To: NikoAonovAou Anuntpa <d.nikolopoulou@bpi.gr>
Subject: RE: EFSA Epidemiology Conference: follow-up

Dear Ms. Nikilopolou,

They are finally out now, as of late last week : our 2,4-D epi documents (two: one dealing with carcinogenic
effects and the other non-carcinogenic effects) have finally been released to the docket. The docket can be

found here:

2,4-D docket.

https://www.regulations.gov/docket?D=EPA-HQ-OPP-2012-0330

and direct links to the two epi reviews in that docket are here:

https://www.regulations.gov/document?D=EPA-HQ-OPP-2012-0330-0084 for carcinogenic effects (dated

September 20, 2017)

https://www.regulations.gov/document?D=EPA-HQ-OPP-2012-0330-0087 for non-carcinogenic effects (dated

September 27, 2017).

We typically would do one epi document, but 2,4-D was of sufficient size that we decided to split it into
two. In addition, we would typically also include our incident (poisoning) reviews in the same document as
our epi reviews, but we released our incident/poisoning review for 2,4-D much earlier. You didn’t ask about
these reviews, but if you have interested, it was posted earlier and can be retrieved from here:

https://www.regulations.gov/document?D=EPA-HQ-OPP-2012-0330-0046

Again, apologies for how long this has taken to have these appear in the docket.
| provided earlier {below) and the above helps in in better understanding what we do.

But | hope that the examples
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Regards,

David.

Yisit www.epa.gov/pesticides

From: Miller, David

Sent: Thursday, December 14, 2017 7:43 PM

To: NikoAornotAou Anuntpa <d.nikolopoulou@bpi.gr>
Subject: RE: EFSA Epidemiology Conference: follow-up

Dear Ms. Nikiloplou,

Apologies for having this information drift out to you so slowly. The 2,4-D Tier Il epi memo completed in late
September is not yet out in the public docket.

In the meantime, here is another example of a recently-completed Tier Il for permethrin:

Tier Il
Permethrin Tier Il :

httos://www.regulations.gov/document?D=EPA-HQ-OPP-2011-0039-0084

and another example of an earlier Tier | for aldicarb:

link to published aldicarb Tier | incident/epi memo:

httos://www.regulations.gov/document?D=EPA-HQ-OPP-2012-0161-0024

When the 2,4-D Tier Il epi memo, we will provide you the link to that one.
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Regards,

David

From: Miller, David

Sent: Wednesday, November 29, 2017 3:47 PM

To: 'Nworonouthou Anuntpa’ <d.nikolopoulou@bpi.gr>
Subject: RE: EFSA Epidemiology Conference: follow-up

Dear Ms Nikolopoulou,

I am finding that we will need to send you the links to our Tier |, Tier ll, and Tier Hll documents in separate emails so as
not to delay a response to you.

For now- below -- please find some examples of our Tier | assessments. Very briefly, these include as a matter of course
both epidemiology and poisoning ({ incident) information: since you are interested in only the epidemiology, you can

ignore the incident information that is there: it is our practice to include these together in one memorandum.

Here are 4 examples, to start.
Links to Tier 1 Epi/incident reviews available in the chemical dockets:

1. Carbaryl https://www.regulations.gov/document?D=EPA-BQ-OPP-2010-0230-0035

2. EPTC https://www.regulations.gov/document?D=EPA-HO-0OPP-2012-0720-0017

3.  Metribuzin hitps://www.regulations. gov/document?D=EPA-HQ-OPP-2012-0487-0021

4. Aldicarb hitps:/www.regulations. gov/document?D=EPA-HQ-OPP-2012-0161-0024

| had specifically mentioned dicamba and DDVP to you during the EFSA symposia as examples of Tier |
assessments. These | will send later.

Two good Tier Il assessments as examples are permethrin and 2,4-D (as | said during the EFSA symposium). While we
have completed and signed our 2,4-D epidemiological Tier Il assessment at the end of September, it is apparently not yet
in the regulatory docket. However, we expect it to appear there in the next several days, and | will forward you the links
to permethrin and 2,4-D epidemiology Tier Il documents when the 2,4-D one becomes available to the public in the
docket. Again, | expect this to be available in the next few days -- or next week at the latest.

The Tier Il examples that integrate epidemiology, animal toxicology, and MOA | will sent later too. Those will be links
to our Scientific Advisory Panel website where these were presented.

Sorry for the delay, but — hopefully -- the links provided above for our Tier | assessments will get you started.
Finally, please note that we are refining our approaches and (hopefully) getting better as we gain experience in
conducting these epidemiological reviews. So you may find that the format, detail, content, and approach in earlier

assessments we have done may differ someone from more recent assessments. But the recent assessments should be
considered where we are headed.
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Regards,

David

Yisit www.epa.gov/pesticides

From: NikohomoUAou Afuntpa [mailto:d.nikolopoulou@bpi.gr]
Sent: Monday, November 27, 2017 1:41 AM

To: Miller, David <Miller.Davidl@epa.gov>

Subject: RE: EFSA Epidemiology Conference: follow-up

Dear David,

Phave already made notes of the examples vou gave during the conference, but the links will be much appreciated.

Best regards,
Dimitra

£

From: Miller, David [mailto:Miller.Davidl@epa.gov]
Sent: Sunday, November 26, 2017 11:02 PM

To: NikoAonovAou Anuntpa <d.nikolopoulou@bpi.gr>
Subject: RE: EFSA Epidemiology Conference: follow-up

Dear Ms. Nikolopoulou,
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Thank you very much for your inquiry. |am glad you enjoyed the presentation | named several examples of Tier |, Tier
I, and Tier Il assessments during the afternoon Q&A, but — as promised — | will get the links to you to you can see some
concrete examples.

I will try to get back to you by the end of the week.

Regards,

David

Yisit www.epa.gov/pesticides

From: NwkoAomoOAou Anuntpa [mailto:d.nikolopoulou@bpi.gr]
Sent: Wednesday, November 22, 2017 4:27 AM

To: Miller, David <Miller. Davidl@epa.gov>

Subject: EFSA Epidemiology Conference: follow-up

Dear Dr Miller,

Hope you had a safe journey back home. Thanks for the very interesting presentation you gave on the US EPA approach
regarding the use of epidemiology studies in pesticide risk assessment. As discussed during the Conference, | was
interested in looking at real examples where you have applied the OPP framework. | would appreciate it if you could
provide me with the web-addresses to access these evaluations.

Thank you in advance and best regards,
Dimitra

&
Py
BnY
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AHAQZH ANOMNOIHZHZ EYOYNHZ

To apoV Uvu o RAEKTPOVIKOD TOXUSPOUELOU KOL T TUXOV CUVITUPEVE OF QUTO GpXELa ElVaL EUTILOTEUTIKG KOl TPOOPITETOL OMOKAEICTLKA YL ¥pRon TOU GUOLKOU 1 VOULKOU RBOCWIOU GTo oRolo areuBivetal. Edv Sev
glote 0 evBedeiypévog TapodRTTng, odelhete var v To avTypAUPETE, QVAPETASWOETE, XPNOLUOMOLRCETE 1] AMOKGAGPETE TO REPLEXOPEVS Tou. ODEIRETE VO EVIIUEPWOETE TOV QUTOCTOAEQ TOU [NVULATOC YL TNV EChaApEVT
Aqbn tou Ko apéows va Staypdete To ovtiypado and 1o cUeTnud cog. MapakoAi CnPELIoATE OTL ONOECBNOTE BECEL; ] ONOYELS TTOU IapaTiBevIaL 610 TapOY VLR NAEKTpovIKoU Taxudpoueiou exdpdlouv
QMOKAELGTLKE TO CUVTAKTN TOU Kot SEV AVTUTPOCWTIEDOUY, GVEUL ETEPOU, TO Mrevdkelo Purtomaboloyikd IeTitouto. TEAOS, o mapaintng odeihet va sAéyEEL yia TUXOV UTTApEN LOY OTO MAPOV MVU A NAEKTROVIKOY
Tayudpoilelou KoL oTo cuvnppéva o8 autd apyela. To Mnevdketo Quronaboloyikd Ivotitolto apveita k&Be euBlivn yia ontoladnnote i pia 1Behe npokAnBel and 16 nou evdeyopévuwg SLadoBel and to napdy prvupa
nAsKTPOVIKOU TaxuBpopsion.

DISCLAIMER

This email and any files transmitted with it are confidential and intended solely for the use of the individual or entity to which they are addressed. If you are not the intended recipient, you should not copy it, re-transmit it,
use it or disclose its contents, you should notify the sender of receiving the email in error, and immediately delete the copy from your system. Please note that any views or opinions presented in this email are solely those
of the author and do not necessarily represent those of Benaki Phytopathological institute. Finally, the recipient should check this email and any attachments for the presence of viruses. Benaki Phytopathological Institute
accepts no liability for any damage caused by any virus transmitted by this email.

AHAQZH ANONOIHZHZ EYOYNHZ

To MapOV UVU PO MAEKTPOVIKOD TOXUSPOUELOU KOL TO TUXOV CUVITILUEVE OF OUTO GPXELD EIVOL EUTILOTEUTIKO KoL TPOOPIZETAL GITOKAEICTIKG VIO XPHOT TOU GUCLKOU 1] VOULLKOU TIPOCWIOU CTo ONolo amteudivetal. Edv Sev
glote 0 evBedeiypévog TapofTTng, odeihete var v 1o avTypdDETE, QVAUETABWOETE, PN OLUOTIOLIOETE | ArtoKaAUPETE TO MEPLEXO PEVS Tou. OdElAETE VoL VI HEPWOETE TOV GIOCTOAEX TOU UNVEHATOC YL TRV Eohahpévn
Abn Tou Ko apéowe va Sraypdupete To avtiypado ond 10 cUoTRUd oo, NapaKoAl CHPELDCATE OTL OTOLECSOTE BECEL; 1) AOWPIEL; TTOU RAPOTIBEVTOL OTO TAPOY UAVL LK NAEKTPOVIKOU Taxudpoueiov exdpdlouv
QTOKAELOTLKA TO GUVTAKT TOU KAl SEV AVTLTPOCWITE JOUY, dVEU ETEPOU, TO Mtevdkelo DuTtomaboloyikd VoTLtouTo. TEACE, o TapaAnmang ode et vol eAEyEEL YL TUXOV UIapérn oG 0TO MAPOV HAVUPA NAEKTPOVIKOY
Tayudpolelou KoL oTo cuvnppéva o8 autd apyela. To Mnevdketo Quronaboloykd votitolto apveita kdBe euBLVN ywa onotadhnote {nula [Oeie npokAnBel amd 1 rou evdeyopévug Siadobsi and 1o mapdy pivupa
nAsktpovikol taxudpopeiou.

DISCLAIMER

This email and any files transmitted with it are confidential and intended solely for the use of the individual or entity to which they are addressed. If you are not the intended recipient, you should not copy it, re-transmit it,
use it or disclose its contents, you should notify the sender of receiving the email in error, and immediately delete the copy from your system. Please note that any views or opinions presented in this email are solely those
of the author and do not necessarily represent those of Benaki Phytopathological institute. Finally, the recipient should check this email and any attachments for the presence of viruses. Benaki Phytopathological Institute
accepts no liability for any damage caused by any virus transmitted by this email.

AHAQZH ANOMOIHIHZ EYOYNHZ

To rapdv wivupe nASKTpOVIKoD TayUSPOLELOU KOL TO TUXOV CUVITILUEVA OF QUTO apyeia elval ETLOTEUTIKG KAL TPOOPITETOL OOKAELOTLKA YL XpIiGN TOU GUGLKOU 1 VOULKOU IEPOCWIOU OTo onoio aneublvetal. Edv Sev
elote 0 evBedetypévog mapadRmng, odeihete va PNV 10 OVTLYpADETE, AVOPETOSWOETE, XpNOLWMOTOLRGETE 1] OTOKAAUIDETE TO repLlexOpevd Tou. OdelleTe v EVUEPWOETE TOV ATOCTOAEN TOU UNVOHOTOC yLo TV sodohpévn
AN Tou Kot opéowe va Staypdbete to avtiypado and 1o chotnud cog. NapakoA CpEUoaTe OTL onolesdinote DECEL 1] andels Tou RopatiBevial oTo apoV LRVU P NAEKTpoVIKoD Tayudpoeiov ekppdlovy
OTOKAELOTLKE TO GUVTAKTY] TOU KoL SEV AVTLTPOCWITELOUVY, GVEU ETEPOU, TO MMevdkELo PuTomaBoloyLKS IvoTITouTo. TEAOG, 0 mapoAnRmTng opeihet va eAEYEEL yia TUXOV UTtapén LOU OTO TAPOV PVU UG NAEKTPOVIKOD
Taxudpopelou KoL oTa cuvnppEVE GE auTd apyela. To Mrmevikeio PutonaBoloyikd Ivotitolto apveital K&Be eublivn yLo omoLadmote I pia 1Beke mpoxhnBel and 16 mou evdeyopévug SladoBel and o mapdy PAvuka
nAektpovikoy taxudpopeiou.

DISCLAIMER

This email and any files transmitted with it are confidential and intended solely for the use of the individual or entity to which they are addressed. If you are not the intended recipient, you should not copy it, re-transmit it,
use it or disclose its contents, you should notify the sender of receiving the email in error, and immediately delete the copy from your system. Please note that any views or opinions presented in this email are solely those
of the author and do not necessarily represent those of Benaki Phytopathological Institute. Finally, the recipient should check this email and any attachments for the presence of viruses. Benaki Phytopathological institute
accepts no liability for any damage caused by any virus transmitted by this email.

AHAQZH ANOMOIHZHE EYOYNHZ

To mapdv wivu o NAEKTPOVIKOU TOXUSPOUELOU KOL TR TUXGV CUVNUIEV CE QUTO apXELa EIVOL EUTTLOTEUTIKG KOl TPOOPITETOL OTOKAELOTLKA VIO XpIiOT TOU PUGLKOL 1} VOULKOU TPOGWIoUL oTo ontolo arnsuBivetal. Edv Sev
eicte 0 evdedeiypévod MapaAfmIng, odeilete va unv 10 aVTiypdPETE, AVOUETOBWOETE, XPHOLUOTIOLCETE [} aiTOKOAUIETE TO TTepLeXOevo Tou. Odeilete va evnLEPWOETE TOV AITOCTOAEN TOU UNVUATOC YL TRV EChaApEVR
Ajin Tou Ko apéowe va Staypdpete To avtiypado oo 1o oot oag. NapakoA®w ONUELNCHTE GTL OTIOLECSTOTE BECEL 1) ANOPELS TTOU TapatiBevTaL oTo Tapdy Wivepa nAekTpovikol Taxudpoueiou ekdpdlouy
OTOKAELOTLKY TO CUVTAKTN TOU Kot SEV AVIUINOCWIELOUY, GVEUL ETEPOU, TO Mrtevdkelo QuronaBoloyikd Ivotitolto. TEAOS, o mapakimtng odeliel va EAEYEEL Yo TUXOV UTtapén LoU GTO TTapoY VUG NAEKTPOVIKOL
ToXUSPOUElOU KOL OTO CUVNPEVE 08 auTd apyela. To Mrevikeio QuTomaBohoyiké IVeTiToUTo apveital kaBe euBivn yio onolLadhmote I pia 18eAe mpokAnBel amd 16 nou evdexopévig SLadoBel and 1o mapdv pivupa
nAskTpoviKoU Taxudpopeiou.
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DISCLAIMER

This email and any files transmitted with it are confidential and intended solely for the use of the individual or entity to which they are addressed. If you are not the intended recipient, you should not copy it, re-transmit it,
use it or disclose its contents, you should notify the sender of receiving the email in error, and immediately delete the copy from your system. Please note that any views or opinions presented in this email are solely those
of the author and do not necessarily represent those of Benaki Phytopathological Institute. Finally, the recipient should check this email and any attachments for the presence of viruses. Benaki Phytopathological institute
accepts no liability for any damage caused by any virus transmitted by this email.
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